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FROM 2% CFR -10 IO.13 
FOOD AND DRUG ADMiNlSTRATlON 

l .NAMEOFCOMPANY 

I LUMALASER Projector 8yMetn Beam&ret FUG0 

\ ,J. PRODUCT FOR WHICH A VARMNCE IS REQUESTED 
_ A LASER DISPLAY DEVICE 

I _ A PROJECTQR FOR A LASER LIGHT SHdw 
&A LASER LlGH’l SHOW 
_ O-I’ktER @P-W 

&AT ONLY ONE (tixed) LOCATtON 
\ , -AT A VARIETY OF @cd LOCATlONS 

C. _ PROJECTORS ARE MENDED FOR SALE, LEASE OR LOAN TO 
OTHER tASER LIGHT SHOW PRODUCERS 

cl. PRODUCT IS MENDED FOR USE Ii A 
_ PLAETARIUM OR OMER DOME PROJEbTlON SlTUJCVJRE 
-THEATER 
X DlSCOfHEQUE OR NIGHT CLUB 

_ PAVlLlON 
-INDOORARENA 
_ OUTDOOf? ARENA 
_ MUSEUM 
_ OUTDQOR ENCLOSElD AREA 
_ OTHER W=W 

a PRODUCT IS INTENDED TO BE USED 

zOTHER(M 

f. PRQDUCT IS MTEND&D TO BE USED AT ANY ONE LQCATlON 
1L MORE THAN 1lmAYS 
~MORETHAN5BlJTNOTMCftETHAN15DAYS 
-LESSTHAN5DAYS 

g. TOUR IS ItdTEf$DED TO RUN FOR 
-X_MORE THAN 6 MQbfTHS 
~1BIHoMHS 
-LE$SIl$ANl MONTH 
_ OTtJER ffW.%H 

h. PRODUCT UTlLlZES THE FOLLOWJNG lA!3ER EFFECTS 
JL FRONT SCREEN:PRCtJE- 
-15. KEkR SCREENPROJEMIONS 

HtlamMP% DISPLAYS 
~MULYlf3.E &FLECTlO% (muRbpk ChanM ort%Ymctkm ef%ds~ 
, AUDIENCE SCANNING 
2~ REFLE$XlON$ FROM ,$TATlQNARY MRROR(S} OR 

h4lRR~:suRFk~s 
,STAKK%lARY IWUU)IArilON OF ROTATING MIRROR BALL(S) 

OR OTHEd MIRRORED SHApES 
_ SCANNIt@ l@ADtATlQN q ROTATING MlRROR BALL(S) 
_ FiSm QPTIC,PRQJECT~~NS 
-1~ FOG, SMDKE OR OTHER SCA-i-lERlNG EFFECTS 
_ OTHER t-1 

S. IF ANY LASER RADlATtON IS PULSEE) OR S(SANNED. GlVE THE PULSE DURATION AND RATE AND SC%NfMJG F EQ 
AMF’UTUDE 
DC-4 KHZ, O-80” o@cat X-Y scan 

5 e,tC3h)CYAND 

1 

1 O- REASON FOR REQUESTING VARlANCE 
1~ COMPLIANCE WITH THE LIMIT&F 21 CFR It&#&l l(c) WQULD RESTRICT THE INTENDED USE OF THE P 

COMPLlANCE WOULD LIMIT THE OUTPUT POWER TO TME WTEM THAT THE D&S&ED EFFECTS WCXJ 
SUFFiClEMLY VilSlBLE 

-0THERQRADMTK3NAL EXPLANATION (S@ci@] 

FORM FM 3147 (387) 



i 

08/05/2005 09:50 F 'AX @loo3/004 

11. MMJNER tN WHICH IT BS  PROplxsfZD TO-DEVIATE FRGM THE REQ!J lREMENTS OF M E  APPLICABLE STAMMRD 
ZJT IS PROPOSED TO DEVlATE FROM THE P@VlSiONS OF 21 CFR 1040.11 (c) IN T&kTtwIE’ACCESSlSLE EMISSION LEVEL WOULD 

EXCEED THE ACCESSIBLE EMlSSi~,UMTS OF CLASS t &? CLAM tl 
- IT IS PRfX%MEO TO DEVIATE FRUM T#lE PRGViSIoN OF 21 CFR 1040.11 (c)AS FOLLOWS 

12. ADVANTAGES TO BE DEWED FROM SUCH DEMA?‘lON 
JUASER UGHT SHOWS AND DlSPLkYS ARE AUXmD POPULAR MEDIA fN ENTERTAINb@UT AND THE ARTS, USE OF POWER 

LEVELS IN EXCESS OF THE UMtTS IMP&ED BY 21 CFR t&l&l 1 (c) I& NECES$ARY TO A&i lEVE THE REQUIRED EFFECTS IN THESE 
MEDIA. 

_ OTHER OR ADDlTlOHAL ADVANTAGES (dssc~ and ercpktin) 

13. EXPLAIN THE ALERISATE MEANS OF RAlXATiON PROTECTKjN 10 BE  t?ROV@ER. (Chsk OS many bxmsas apply. 
ju@YanylmaBnct~,winoawsbknelas~. 

In i&m 14 ‘Remerki’, 
skanytMle~cfrid~pnrtscfiarttlatwlllbs’usfId.) 

a -&ALL LASER PRODUCTS, S Y S T E M S  AND FROJEmORS WIUEE CERTIFIED TO COMPLY Wml21 ffR %40.10 AND THE CONDITJONS 
oFTHlsvARlANcE AN0 WILL BE  REPORTED AS REQUIRED BY 24 CFR %I2.?OpvaO 1002;li UBiKi THE REPORTING GUIDES PRO- 
WDED FOR SUCH PURPOSE. THESE ACTIONS WkL BE  AOCQMPIJSHED PRIOR TO ANY fNlXXMCT@N INTO COMMERCE.  

b. -&EFFECTS NOT SPECIFICALLY INDICATED IN M IS VARu\NcE APPLlCATtON WtLL NOT BE PERFQRMECZ,  if@ OTHER EFFECTS WILL BE  
ADDED UNTIL AN AMENDMENT TO THE VARIANCX HAS BEEN OBTAINED ANDTHE REQUIRED REb%%TS OR SUPPLEMENR$ AS 
APPLICABLE, HAVE BEEN SUBMtTlED. 

c. s&XANNlNG, PROJECTION. OR REFLECTtON OF IASER AND COLLAERAL RADiATtON (UGHT SHOW RADIATION) INTO AUMENCE OR 
OTHER ACCESSIBLE UNCXMTROLLED AREAS W&L NOT-SE @ERMl~D EXCE@T F&R Dl l%USE REFLEmfONS PRODUCED BY THE 
ATMOSPHERE,  AMlEO ATMOSPHERIC SCA~RlbJG MEDIA, AND TARGET SCREENS, 

d. 1[- LASER RADIATQN iLEVELS IN EXCESS &  THE LfMkTS OF CLASS I WILL NOT BE F E R M m  AT ANY POINT LESS THAN 3.0 MET&RS 
ABOVE ANY SURFACE UPON WHICH PERSON;S OTHER THAN OPfZR&YORS. PERFGR&E~ OR EMPLOY&S ARE f’ER@lTED TO 
OR 2.5 METERS BELOW OR IN LATEM SEPARATlON FRQMANypvIcE WHf$RfZ SUCH PERSG&S ARE FERMTMD TO BE. 
OPERATORS, PERFORMERS,  AND EMPLOYEES WILL NOT BE REQURED OR AL&WED 70 VIEW RAdLalTl~ ABOVE THE UMITS OF 
CLASS I OR BE EXPOSED TO RADtATlGN ASO!IE THE LlMlT$ SPECPIED IN 25 CFR ~04@.r)l (c). 

8. -x ANY PRODUCT WHlcH REUES ON SCANNING TO M E E T  ACCESS, EXPOSURE, OR PROLXJCT CLASS LMlTS WILL INCORPORATE A  
/ SCANNING SAFEGUARD B Y S T E M  WH$M Dt&%TLY SENSES SCANNER MOTlON ANO WHtCHMLL REACT FAST ENOUGH TO 

PRECLUDE EXCEEKMNG THE APPLICABLE LIMIT. 

f- &ALL LASER LIGHT SHOWS SHALL BE  UNDER THE DIRECT AN PERSONAL CONTROL OF TRAINED, COMPETENT OPERATOR(S). Ti iE 
OPERATOR(S) WILL : 

(!) IMMEDIATELY TE%MINATE THE Ehvl lSf%XJ OF LIGHT Sk@W RADIATION IN THE EVENT OF ANY UN&FE CC+JDlTKX& 

(2) BE  LOCATED WHERE ML B E A M  PATHS CAN BE DIRECTLY OBSERVED AT ALL ‘TIMES; ANO 

(3) BE  AN EMPLOYEE OF THE VARlANCE HOLDER WHO WILL BE  RESPONSIBLE FOR TH& TRAINING ANO CONCMJCT OF OPERATOR 

g..ILME MAxtMlJM LASER PROJECTOR OUTPUT POWER WILL NOT EXCEED THE LEVEL REQUlREO X3 OBTASN THE tNTENDED EFFECTS. 

h. 2 THE PROJECTlON S Y S T E M  (LE., THE PROJECTOR ANO ALL OTHER COMPONENTS USE0 TO PROOUCE THE UGHTING EFFECTS 
WILL BE  SECURELY MOUNTED OR IMMOBILKEDT<s PREVENT UNJNT@JDED MOj&l&l@t OR.M3AtJGNMENT. l%iAM LlMlTS WILL 
BE  PROIMED AS AN INHEREM PART iJF THE 6YSTEU DESIGN TO PREVEHi  OVERFILLING &  SCR@ENS, B E A M  STOPS, tARGETS. 
ETC. 

1 i. A lASER PROJECTORS WILL NOT BE DELIVERED TO ANY OTHER PARTY UNDER AN AGREEMEHT OF BALE, LEASE, OR LOAN UNLESS 
AND UNTIL THE REClPlENt DEMONSTRMES THAT THEY HAVE A  VARlANCEdN f%FECT AT  THE TIME OF DELIVERY THAT PERMITS j 

, ’ THEM TO PRODUCE LASER LlGHT SHOV& lNC6RPORATlNG SUCH PROJECTOR. 

’ j. &IN ALMTION TO THE RECXj lREMENTS OF It CFR 1040.10 (h)a T W E  MANUFACTURER OF LASER PRGJ@ZT#RS/SYSTEMS WltL PROVIDE 
TO PARTIES WHO PUJRCHME, LEASE, m  BORROW THE f%jUlFMENT, ADEQUATE IJBER’S fNBTRUCtMN$ FOR SAFE INSTALLATtON 
AND OeERATlOtJ ANO#VHICH EXPLAIN TtT RE$PGNSlBlL~~DF THE RECIPIENT AS  ,m  IIJOEP~ L@HT SHOW 
MANUFAClIJRER TO SUBMtT THE REQlJlkED R&GRTS AND APPLY FCiR ANiZI GBTAtN A  +AR&JCE FROM CDRH PRJOR TO 
INTRowJcTIoN INTO COMMERCE OF A M Y  IASER LIGHT SHOWS. 

IL &THE REQUIREMENTS OF 21 CFR 1002.30 <a)(l) AND(2) WILL BE  ACQ%PLfSHEOTHR@Jwi THE ,M E  of WRI1TEN PROCEDURES 
FOR SETUP ALtGNMENT, TESTING, AND PERFORMANCE OF &%CH SHOW. THE& Pf tOCEMWZES WILL SE  IN SUFFICIENT DETAIL TO 
ENSURE COM=LlANCE WITH 21 CFR 104Q.10. ,M  CONDlTfOtJB OF THiS VARIANCE. AND &NTROLOF AGCESS TO RADIATKM 

AREAS USING THE PROCEDURES DESCFIISED lfl T @ E  ANSI ~+6.? STANDARD F6R THE SAFE US& OF L&t+% (AMERICAN *TlON6L 
STANDARDS INSTlTUi’E, 1430 BROADWAY, *YORK, NY 1QOlfi) OR ANY OTHER &QUivMENi bSER -US STANWAND 
AMD, WHERE APPLICABLE, STATE OR LQCAL REOllIREb&NTS. LASER RACXATQN w @MI9 CArj CONTA;lN WDtAlWN LEVELS 
F$. lMTS SPECIFI~O IN 21 CFR lcW.fl(c), W&L BE  CLE+%Rf.Y lOENll&ED f$v THe-poSnNt3 QF WARNINOSIGNSANIXOR 

ACXESS THROUGH PHYSIML t&+S @3tXH As PRESSURE SMffKHES. PHO~L@, $JARf?@RS, GOARDS, ETC.). 
THESE REQUIREMENTS APPLY TO TEf&ORARY AREAS (SUDH AS @#RING SETUP AND w P-S) AND TO FINAL 
OR PEwJlANENT ARF&. THE VARIANCE’HOLDER WILL RETAIN THE RECOROS 0% M E  F+RGC&XJRES AND TH& litEsuL+S OF ALL 
TESTS AS REQUIRED SY 21 CFR 1002.31; A  C&Y OF THE VARlANC& APPLlCAT#N, THE AF‘f!RCMtiQT&%, CLfRREM PROCEDURES 
AND REXORDS RELATING TO EACH PARTKXJLAR SHOW WkL BE\iylTH THE Of%f%+%T’GR OROTHER RESF’OMiBLE tNDlV0UAL AND 
WILL BE  MADE AVAILABLE FOR INSPECTION BY FDA AND OTHER RESPONSISLE AUTHORlT!ES 

FORM FDA 3i47 (snn) 
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1. x ADWNCE WRfI-IEN f-4OTFdCATJON WJ&l SE h!JME AS EARLY AS POSSIBLE TO APPROPRJATE FEDERAL, STATE AND LOCAL 
AUMORmES PROVJOING SHOW ITINERARY WlTlj DAl2ZS.W lOCATldNS.GQl&J.~ AND-Y JtiNTJFJED, AND A BASIC 
DESCRIPTION OF PR@‘OSEiI EFFECT& #hM’%NG A STA’l&IENT OF THE MbdJM PtbIfkR m ltGENDED. SUCH 
NOllFICATlONS WILL BE hMDE, BUJ’ IdOT NE&$SARlLY Ltcurrt-.o TO: 

<I_ 
(1) THE CENTER FOR DEWCES AND RAOiOL0GKXL HEALTH, OFFtCE OF CC&W’- (HFZ4%&2#$8 fiiAtTt&R RQAD+ROCKVILLE, 

MD 2O86B.PROVJDlNG THJ5 INlTlAJ. ijNI.2 CiOSJNG DA-S FOR THE FIXED JNSTAJMTlOfd AN@ I%t$.JTJNER&RY FORMOSILE SJ-JOWS 
IN ADDITION, UNLESS Au ASPECTS OF I+% SHOW HAVE BEEN RJZPORTED AND THE ACGESS~Of# NUMBERS CLEARLY 
REFERENCED. EACH NOTICE WJLl+ INCLUDE DETAlLEJIJ,DESChlPTKXdS W.&CH SHOW AND A L@?‘lNG OF ALL EFFECTS TO BE 
PERFORMD IN SUFFICIENT MTAJL TO CONFJRM COMPLlANCE WIW4 w RfZ~TJc3N-S AN0 T?ilS VARJAN&. 

(2) THE FEDEWU AVIATION AQMN@TR4TlObJ fF+) FOR A&Y PROJECTIONS INTO OpEIii AiRSt’ACE@,TANy TIME (LE., ItKXlJDJNG 
SET-UP, AUC3MENT, REHEARSA&, PE-S. !ETC.). JF THE FAA OBJECTS’TU hJ+M.ASER EFFECTS, THE CHJWTK3bJS 
WILL BE RESOLVED AND NY CONL?JTlOt& REQUkSti@SY FAA WILL BE ADHERED T&Z?: IF THESE CONJXMNS CAN NOT BE MET. 
THEOSJECT0NAB LE EFFECTS WkL BE DELEV’ED FROM THE SHOW. 

(3) STATE ANCJ LOCAL RADJATlON COkJTR0L OFFMXS/Af3@CIES FOR ALL SOWS TO Be f?ERFORl!&Q WITHIN THEIR JURifBXCTiONS. 
AU REQUIREMENTS OF STATE ANb LOCAL LAW WJJ.4 BE SATISFIED AND ANY OSJ@C+k?NSJ2&SED BY -LOCAL AkJTHORlTJES 
WiLL BE RESOLVED OR THE EFFE(?TS C@LETED: (LJSTSOF FEDERU AND STA’IF OFFICES ARE AVAILABLE FJtOM THE CENTER 
FOR DEVICES AND RADlOLOGlCAUiEAL7H UPC%4 REQUEST.) 

14. REMARKS 


